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§5.86 Variances from performance
standards for electronic products.

The following officials are authorized
to grant and withdraw variances and
issue notices of availability of any ap-
proved variance or any amendment or
extension thereof, from the provisions
of performance standards for electronic
products established in subchapter J of
this chapter:

(a) The Director and Deputy Direc-
tor, Center for Devices and Radiologi-
cal Health (CDRH).

(b) The Director and Deputy Direc-
tor, Office of Compliance and Surveil-
lance, CDRH.

(c) The Director and Deputy Direc-
tor, Office of Standards and Regula-
tions, CDRH.

[52 FR 29664, Aug. 11, 1987, as amended at 55
FR 47053, Nov. 9, 1990]

§5.87 Exemption of electronic prod-
ucts from performance standards
and prohibited acts.

The following officials are authorized
to exempt from performance standards
any electronic product intended for use
by departments or agencies of the
United States under section 358(a)(5) of
the Public Health Service Act (the act)
and to exempt an electronic product or
class of products from all or part of the
provisions of section 360B(a) of the act
under section 360B(b) of that act:

(a) The Director and Deputy Direc-
tor, Center for Devices and Radiologi-
cal Health (CDRH).

(b) The Director and Deputy Direc-
tor, Office of Compliance and Surveil-
lance, CDRH.

(c) The Director and Deputy Direc-
tor, Office of Standards and Regula-
tions, CDRH.

[52 FR 29664, Aug. 11, 1987, as amended at 55
FR 47053, Nov. 9, 1990]

§5.88 Testing programs and methods
of certification and identification
for electronic products.

The Director and Deputy Director,
Center for Devices and Radiological
Health (CDRH), and the Director and
Deputy Director, Office of Compliance
and Surveillance, CDRH, are author-
ized to review and evaluate industry
testing programs under section 358(Q)
of the Public Health Service Act (the
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act), and to approve or disapprove al-
ternate methods of certification and
identification and to disapprove test-
ing programs upon which certification
is based under section 358(h) of the act.

[55 FR 47054, Nov. 9, 1990]

§5.89 Notification of defects in, and re-
pair or replacement of, electronic
products.

(a) The Director and Deputy Direc-
tor, Center for Devices and Radiologi-
cal Health (CDRH), and the Director
and Deputy Director, Office of Compli-
ance and Surveillance, CDRH, are au-
thorized to perform all functions of the
Commissioner of Food and Drugs, re-
lating to notification of defects in,
noncompliance of, and repair or re-
placement of or refund for, electronic
products under section 359 of the Pub-
lic Health Service Act (the act) and
under §§1003.11, 1003.22, 1003.31, 1004.2,
1004.3, 1004.4, and 1004.6 of this chapter;
and Regional Food and Drug Directors,
District Directors, and the Director,
St. Louis Branch, are authorized to
perform all such functions relating to:

(1) Assemblers of diagnostic Xx-ray
systems, as defined in §1020.30(b) of this
chapter.

(2) Manufacturers of sunlamp prod-
ucts and ultraviolet lamps intended for
use in any sunlamp product, as defined
in §1040.20(b) of this chapter.

(b) The Director and Deputy Direc-
tor, Office of Compliance and Surveil-
lance, CDRH, and the Director, Divi-
sion of Standards Enforcement, Office
of Compliance and Surveillance, CDRH,
are authorized to notify manufacturers
of defects in, and noncompliance of,
electronic products under section 359(e)
of the act and under §1003.11(a) of this
chapter; and the chiefs of District Com-
pliance Branches are authorized to per-
form all such functions relating to:

(1) Assemblers of diagnostic x-reay
systems, as defined in §1020.30(b) of this
chapter.

(2) Manufacturers of sunlamp prod-
ucts and ultraviolet lamps intended for
use in any sunlamp products, as de-
fined in §1040.20(b) of this chapter.

[48 FR 56948, Dec. 27, 1983, as amended at 51
FR 32452, Sept. 12, 1986; 55 FR 47054, Nov. 9,
1990]
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